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Sin 

I, Mlka Jofclnen ; declare and state : 

1 . I arn :th@ : Research Director of DelS i'Tech Lid . , the timer of U . S , Patent 
Application 09/91 3 ,.64$: Cher©! nafter "this application*), 

2. 1 hsaye been awarded various degrees in Chemical Eng in&e ring , including 
a Master df Bdancs In 1993, a Licentiate of Tedwoloiy Irs 1098 and s Doctor of 
Science In Technology in 1999 . A copy of my resume is attached as Exhibit 1* 

3. 1 am one of the Inventors -of the invention described and claimed in this 
application. Claims 24-33 are o&hdirig. and are directed to a biodegradable silica flhre 
spun frorn silica sol, the fibre having a solubility rate in simulated body fluid of 0.2 to 20 
wL%/h, arid a delivery device, pharmaceutical preparation and a method for 
administering a hiologlcaily active agent to a human or animal, ail based on the fibre. 
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4< The Q;2 to 20 wt-Wh solubility rate range of the claimed fiber ' means- it 
dissolves vary qulo^y in simulate body fluid ~ atihe slowest solubility rate ^Qj£wt" 
the d aimed iber w^l d &$<>i¥# o^mpletely wltllin 21 days, 

§■< The so!ubil% rate .of the claimed silica fiber m simulated lo% fluid is 
important because this -in vihp property can h& . correlated! ; with the fibers dissoiuiron rate 
achieved in vivo (bbdegraclal>iyty). It Js important to upderstand that solubility 
measured as saturatfen teve^ riot that Important m vim because tlie &dd^ llquM 
dissolved Into (lyprcaO^ Intersiffial fliM) is constantly feeing renewed. Accordingly, 
.safe rat ion l& most often not an Issue. 

8, 1 am aware cfalma 24-33 of this application have hoen rejeotod as obvious 
to one of ordinal skill in the art over PCX Patent Publication WO 97/46387 to Ahola et 
ah (hereinafter 

7. Exapple 2 of ifeola M al reports that siljca fibers spun from a sol were put 
into aqueous solution within 48 hours and also four months later; Mdcfftfe 

treated at and 7O0G In addition to the Sbers kept at roam imrtipermjm. These 
fibers were dissolved in either a tds-meth^ feutWred aqueous 

solution or a. simulated body fiuid solution. Important!^ oh!^ fibers kspf.at room 
temperature dissolved In a f>y- signifi:caiit-afii0yritSv 

8, AhoIi.M:ll> report their room temperatu re fibers stored for four months 
dlssoivod by 10 within four weeks, These *rodrn ternpe^ 
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solubility rate In simulated body fluid of 0,0149 wt~%/hr, svhich' Is signlficantiy less than 
the 0 2 to 20 solubility rate regt#e$ fey claims M-33> 

9. The Patent Office appears to argye the biocfegredabiiily of a silica fiber is 
lohereiit or based: solely on Its chemical composition (Official Action /page 12, last 
pamgraph), .H&^evar, the soliibii% rate of a silka Uteris not inherent to the chemical 
position ef the fiber Mt§& ..Instead, aBiitea Tits&f s' §olMb$ly rate Irr simulated body 
fluid Is detenlilned, at least partly, fey the specific proaessinig parameters the fiber 
experi enees ef u ring the splrtriing process . 

1 0;> Example 2 of Ahola ef at clenionstrates that its : - silica fibers' sol yfoOlty rate 
m simulated body fluid is not an inherent property, but Is instead determined at least 
partially by prooassing parameters such as heat treatment If sot ability rate was an 
inherent property of slltoa fibers based only on chemical composition: then all of the 
fibers of Example 2 wouiti Have the same solubility rate. The factual showing of 
Example 2 of Ahoia at a I demonstrates th is is not the case - some of the Afeoia et ai 
fibers dissolved and soma (most) of them did net. Thus, their solubility rates were not 
the same . 

11 ! ani awara claims 24-33 of this application have also been rejected as 
obvious to one of ordinary skill in the art over German Patent Publication 196 09 S51 
(hereinafter "Ger man '551"). 12; The English language translation of German 
• 551 discloses bloiqgicaOy degradabfe and/or biologically resorba and a 

method for their preparation in which the fibers are obtained by partial or complete 
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f$0 rofyf t o cop^iiisatiqn 0f • om or mora hydro^icalfy o6n<l0rtsabfe sllieb n ; mmpd-M nds. 
and/or preoondensates derived ther&frwi The - ii^olytic preconderi^tion is performed 
In water and eventually in the presence of a catalyst and/or a s#ventand preferably 
according to a sof~gei method. The hydrolytic condensation produces a :$pfnning mass 
from which continuous,, long and/or short fibers can be prepared according to 
conventional methods, 

13. The claimed fiber has a solubility rate in simufateef body -fluid' of. from CX2 to 
20 wt~l#ie German "551 does not disofosa or suggest this soly bllity rap r^iige, which 
wft result in complete fiber dissolution in about 21 days for tho lower (slower) dlsspii^ipii 
ratige iirnit instead ; ^£E®EL111 discloses a fiber whose fastest dissolution lima is 50 
days, 

14. In my oplnfe?i : the prior art does not disclose or suggest a rapidly 
dissolvable s&a fiber for at least two ma sons. First, before the present io vent lion It was 
not J^oown the solybiHfy rate of sMm fibers would increase If the fibers were spun from 
sols of higher viscosities. Accordingly, there was no moivatio n or reason to spin fibers 
from sols having a h^gh viscosity. Second , it was known thai the viscosity of a silica sol 
increases ever time, and that processing problems relating to gelation of the sol prior to 
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completion of drawing of the fiber muM be encountered when spinning 
of ^ery high viscosities. Thus, those of ordinary skill in the art possessed a raason to 
avoid the use of high viscosity silfca sols to spin fibers. 
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I S, ln m| opmldrt, cms of ordinary skill in the art would consider the fast 

soiy&ili% rate ofiSe claimed fiber to he unexpected and surprising in view of both Ahoja : . 

and. SgSIlIilliil- :At the time of this invention , fibers with such fast soksb ffity rates 

had not been .achieved, despite to-fasithat the poor art emp toyed my oh the same 

process slaps ^except for controlling the viscosity of the silica sol fern which the fiber is 

spun). Accordingly, one of ordinary sM!! In the art wouJd not ham beteyad a 

biodegradable silfea fiber could M madf-hav^ in slmulafed body fluid 

such that the antra fiber would dissolve in tecs than 21 days; 

16. In eonoiysto, I do -not believe either Ahola et at or Qormae - 581 raise a 
prima fade case of obviousness against the claimed silica liter beoause neither 
refefence suggests how to make a rapidly dissDlvabfe silica fiber having a soluh&ty rale 
In simulated body fluid of from 9.2 to 2D wt r %/hr v In my opinion, the speed at wNch Ihe 
ciainied iber dissolves in simulated 1 ixK^tW would be surprising and unexpeeted 
because tors w&h such fast solubility rates simply <M not exist, and beoauso those of 
ordinary sklllin the art dkf not know how to make such fibers. 

1 7 , AH statements made he rein of my own knowledge a re true and that all 
statements made on Information and belief are believed to be true; and that further 
these statements are mad^ with the knowledga that wliiful fates sfatarnents and the Mb- 
so made are punishable by floe or imprisonment or both , under Section 1001 of Title 18 
of tile U nited States Code, and that such willful false 
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statements may jeopardize the validity of the application or any patent fBSultm§ 
therefrom. 



Signed this day of June;, 2907. 
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Exhibit 1 : 

Resume of: Dr, Plka Joklnen 
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